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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 15 June 2006 . 
2a )□ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) |EI Claim(s) 1-12 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 1-9 are drawn to an agent/ pharmaceutical composition for potentiating a blood 

cholesterol lowering action for treating hyperlipidemia or arteriosclerosis. 

Group II, claim(s) 10-12, drawn to a commercial package which comprises a pharmaceutical 

composition. 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

Group I: An agent/ pharmaceutical composition for potentiating a blood cholesterol 
lowering action for treating hyperlipidemia or arteriosclerosis 

Group II: A commercial package which comprises a pharmaceutical composition. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 
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An international application should relate to only one invention or, if there is more than 
one invention, the inclusion of those inventions in one international application is only permitted 
if all inventions are so linked as to form a single general inventive concept (PCT Rule 13.1 ). 
With respect to a group of inventions claimed in an international application, unity of invention 
exists only when there is a technical relationship among the claimed inventions involving one or 
more of the same or corresponding special technical features. 

The expression "special technical features" is defined in PCT Rule 13.2 as meaning those 
technical features that define a contribution which each of the inventions, considered as a whole, 
makes over the prior art. The determination is made on the contents of the claims as interpreted 
in light of the description and drawings (if any). Whether or not any particular technical feature 
makes a "contribution" over the prior art, and therefore constitutes a "special technical feature", 
should be considered with respect to novelty and inventive step. 

The common technical feature in all the groups is a composition for potentiating a blood 
cholesterol lowering action for treating hyperlipidemia or arteriosclerosis. 

This clement cannot be a special technical feature under PCT Rule 13.2 because the 
element is shown in the prior art. Fogelman et al. (USPGPUB 20040254120 Al, effective filing 
date 26 AUGUST 2003) teaches the following. 

The peptides or mimetics identified herein are useful for parenteral, topical, oral, nasal 
(or otherwise inhaled), rectal, or local administration, such as by aerosol or transdermally, for 
prophylactic and/or therapeutic treatment of atherosclerosis and/or symptoms thereof. The 
u^^^fffSH' compositions can be administered in a variety of unit dosage forms depending 
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upon the method of administration. Suitable unit dosage forms, include, but are not limited to 
powders, tablets, pills, capsules, lozenges, suppositories, patches, nasal sprays, injectibles, 
implantable sustained-release formulations, lipid complexes, etc [0258]. 

The major effect of the statins is to lower LDL-cholesterol levels, and they lower LDL- 
cholesterol more than many other types of drugs. Statins generally inhibit an enzyme. Sll- 
CoA reductase, which controls the rate of cholesterol production in the body. These drugs 
typically lower cholesterol by slowing down the production of cholesterol and by increasing the 
liver's ability to remove the LDL-cholesterol already in the blood [0281]. 

Cholesterol absoiption inhibitors are well known to those of skill in the art. One 
important cholesterol absoiption inhibitor is a j so known as l-(4-fluorophenyl)-3(R)- 

[3-(4-fluorophenyl)-3(S)-hydroxypro- pyl]-4(S)-(4-hydroxyphenyl)-2-azetidinone (available 
from Merck). 1^1^^ raliii.es IK HP ■ -^fllSby inhibiting the absorption of cholesterol by 
the small intestine[0288]. 

The fH can, optionally, further comprise one or more other agents used in the treatment 
of heart disease and/or atherosclerosis. Such agents include, but are not limited to, beta blockers, 
vasodilators, aspirin, statins, ace inhibitors or ace receptor inhibitors (ARBs) and the like, e.g. as 
described above[0302]. 

As a result, no special technical features exist among the two groups because the 
inventions in Groups I and II fail to make a contribution over the prior art with respect to novelty 
or inventive step. In conclusion, there is lack of unity of inventions, and therefore restriction for 
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If Group I is elected, applicants are further required to elect a single disclosed species of 
Formula (I) with each and every substituent properly represented by a chemical unit and/or 
group clearly named. 

If Groups II is elected, applicants are required to elect a single disclosed species of a 
Formula (I) with each and every substituent properly represented by a chemical unit and/or 
group clearly named. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
unless accompanied by an election. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 .17(1). 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY E. BETTON whose telephone number is (571)272- 
9922. The examiner can normally be reached on Monday-Friday 8:30a - 5:00p. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone number for 
the organization where this application or proceeding is assigned is 57 1 -273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Shengjun Wang/ 

Primary Examiner, Art Unit 1617 

TEB 



